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Purpose: This Panel is charged with
conducting the initial review of grant
applications on research that will provide (1)
Severity and Acuity Measures for IlIness and
Injury for Children; (2) Child and Adolescent
Patient Outcomes and Outcome Measures; (3)
Cost of Emergency Medical Services for
Children; and (4) Emergency Medical
Services for Children (EMSC) System
Organization, Configuration, and Operation.

Agenda: The open session of the meeting
on July 20, from 8:30 a.m. to 9:30 a.m., will
be devoted to a business meeting covering
administrative matters. During the closed
session, the committee will be reviewing and
discussing grant applications dealing with
health services research issues. In accordance
with the Federal Advisory Committee Act,
section 10(d) of 5 U.S.C., Appendix 2 and 5
U.S.C., 552b(c)(6), it has been determined
that this latter session will be closed because
the discussions are likely to reveal personal
information concerning individuals
associated with the grant applications. This
information is exempt from mandatory
disclosure.

Anyone wishing to obtain a roster of
members or other relevant information
should contact Gerald E. Calderone, Ph.D.,
Agency for Health Care Policy and Research,
Suite 400, 2101 East Jefferson Street,
Rockville, Maryland 20852, Telephone (301)
595-2462.

Agenda items for this meeting are subject
to change as priorities dictate.

Dated: June 21, 1995.
Clifton R. Gaus,
Administrator.
[FR Doc. 95-15926 Filed 6—28-95; 8:45 am]
BILLING CODE 4160-90-M

Food and Drug Administration
[Docket No. 95N-0185]

Drug Export; Arimidex (Anastrozole) 1
Milligram (mg) Tablet

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that Zeneca Pharmaceuticals Inc., has
filed an application requesting
conditional approval for the export of
the human drug Arimidex (Anastrozole)
1 mg tablet to the United Kingdom.
ADDRESSES: Relevant information on
this application may be directed to the
Dockets Management Branch (HFA-
305), Food and Drug Administration,
rm. 1-23, 12420 Parklawn Dr.,
Rockville, MD 20857, and to the contact
person identified below. Any future
inquiries concerning the export of
human drugs under the Drug Export
Amendments Act of 1986 should also be
directed to the contact person.

FOR FURTHER INFORMATION CONTACT:
James E. Hamilton, Center for Drug

Evaluation and Research (HFD-310),
Food and Drug Administration, 7520
Standish PI., Rockville, MD 20855, 301—-
594-3150.

SUPPLEMENTARY INFORMATION: The drug
export provisions in section 802 of the
Federal Food, Drug, and Cosmetic Act
(the act) (21 U.S.C. 382) provide that
FDA may approve applications for the
export of drugs that are not currently
approved in the United States. Section
802(b)(3)(B) of the act sets forth the
requirements that must be met in an
application for approval. Section
802(b)(3)(C) of the act requires that the
agency review the application within 30
days of its filing to determine whether
the requirements of section 802(b)(3)(B)
have been satisfied. Section 802(b)(3)(A)
of the act requires that the agency
publish a notice in the Federal Register
within 10 days of the filing of an
application for export to facilitate public
participation in its review of the
application. To meet this requirement,
the agency is providing notice that
Zeneca Pharmaceuticals, Inc., 1800
Concord Pike, P.O. Box 15437,
Wilmington, DE 19850-5437, has filed
an application requesting conditional
approval for the export of the human
drug Arimidex (Anastrozole) 1 mg tablet
to the United Kingdom. This product is
used for the treatment of advanced
colorectal cancer. The application was
received and filed in the Center for Drug
Evaluation and Research on May 30,
1995, which shall be considered the
filing date for purposes of the act.

Interested persons may submit
relevant information on the application
to the Dockets Management Branch
(address above) in two copies (except
that individuals may submit single
copies) and identified with the docket
number found in brackets in the
heading of this document. These
submissions may be seen in the Dockets
Management Branch between 9 a.m. and
4 p.m., Monday through Friday.

The agency encourages any person
who submits relevant information on
the application to do so by July 10,
1995, and to provide an additional copy
of the submission directly to the contact
person identified above, to facilitate
consideration of the information during
the 30-day review period.

This notice is issued under the
Federal Food, Drug, and Cosmetic Act
(sec. 802 (21 U.S.C. 382)) and under
authority delegated to the Commissioner
of Food and Drugs (21 CFR 5.10) and
redelegated to the Center for Drug
Evaluation and Research (21 CFR 5.44).

Dated: June 19, 1995.
Betty L. Jones,

Deputy Director, Office of Compliance, Center
for Drug Evaluation and Research.

[FR Doc. 95-15969 Filed 6-28-95; 8:45 am]
BILLING CODE 4160-01-F

[Docket No. 95N-0184]

Drug Export; TomudexO (Paltitrexid) 2
Milligrams (MG) Powder for Infusion
and 5 Milliliters (ML) Clear Glass Vial

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that Zeneca Pharmaceuticals, Inc., has
filed an application requesting
conditional approval for the export of
the human drug Tomudex (Paltitrexid)
2 mg powder for infusion and 5 mL
clear glass vial to the United Kingdom.
ADDRESSES: Relevant information on
this application may be directed to the
Dockets Management Branch (HFA-
305), Food and Drug Administration,
rm. 1-23, 12420 Parklawn Dr.,
Rockville, MD 20857, and to the contact
person identified below. Any future
inquiries concerning the export of
human drugs under the Drug Export
Amendments Act of 1986 should also be
directed to the contact person.

FOR FURTHER INFORMATION CONTACT:
James E. Hamilton, Center for Drug
Evaluation and Research (HFD-310),
Food and Drug Administration, 7520
Standish PI., Rockville, MD 20855, 301—
594-3150.

SUPPLEMENTARY INFORMATION: The drug
export provisions in section 802 of the
Federal Food, Drug, and Cosmetic Act
(the act) (21 U.S.C. 382) provide that
FDA may approve applications for the
export of drugs that are not currently
approved in the United States. Section
802(b)(3)(B) of the act sets forth the
requirements that must be met in an
application for approval. Section
802(b)(3)(C) of the act requires that the
agency review the application within 30
days of its filing to determine whether
the requirements of section 802(b)(3)(B)
have been satisfied. Section 802(b)(3)(A)
of the act requires that the agency
publish a notice in the Federal Register
within 10 days of the filing of an
application for export to facilitate public
participation in its review of the
application. To meet this requirement,
the agency is providing notice that
Zeneca Pharmaceuticals, Inc., 1800
Concord Pike, P.O. Box 15437,
Wilmington, DE 19850-5437, has filed
an application requesting conditional
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approval for the export of the human
drug TomudexO (Paltitrexid) 2 mg
powder for infusion and 5 mL clear
glass vial to the United Kingdom. This
product is used for the treatment of
advanced colorectal cancer. The
application was received and filed in
the Center for Drug Evaluation and
Research on May 30, 1995, which shall
be considered the filing date for
purposes of the act.

Interested persons may submit
relevant information on the application
to the Dockets Management Branch
(address above) in two copies (except
that individuals may submit single
copies) and identified with the docket
number found in brackets in the
heading of this document. These
submissions may be seen in the Dockets
Management Branch between 9 a.m. and
4 p.m., Monday through Friday.

The agency encourages any person
who submits relevant information on
the application to do so by July 10,
1995, and to provide an additional copy
of the submission directly to the contact
person identified above, to facilitate
consideration of the information during
the 30-day review period.

This notice is issued under the
Federal Food, Drug, and Cosmetic Act
(sec. 802 (21 U.S.C. 382)) and under
authority delegated to the Commissioner
of Food and Drugs (21 CFR 5.10) and
redelegated to the Center for Drug
Evaluation and Research (21 CFR 5.44).

Dated: June 19, 1995.
Betty L. Jones,

Deputy Director, Office of Compliance, Center
for Drug Evaluation and Research.

[FR Doc. 95-15925 Filed 6-28-95; 8:45 am]
BILLING CODE 4160-01-F

Health Care Financing Administration

Public Information Collection
Requirements Submitted to the Office
of Management and Budget (OMB) for
Clearance

The Health Care Financing
Administration (HCFA), Department of
Health and Human Services, has
submitted to OMB the following
proposals for the collection of
information in compliance with the
Paperwork Reduction Act (Public Law
96-511).

1. Type of Request: Reinstatement,
without change of a previously
approved collection for which approval
has expired; Title of Information
Collection: Early and Periodic
Screening, Diagnostic and Treatment
(EPSDT) Report; Form No.: HCFA-416;
Use: States are required to submit
annual EPSDT program reports to HCFA

pursuant to section 1902(a) (43) of the
Social Security Act. These reports
provide HCFA with data necessary to
assess the effectiveness of State EPSDT
programs, to develop trend patterns and
projections nationally, and to respond to
inquiries; Respondents: State Medicaid
agencies; Number of Respondents: 56;
Total Annual Responses: 56; Total
Annual Hours Requested: 1,568.
Additional Information or Comments:
Call the Reports Clearance Office on
(410) 786-1326 for copies of the
clearance request packages. Written
comments and recommendations for the
proposed information collections
should be sent within 30 days of this
notice directly to the OMB Desk Officer
designated at the following address:
OMB Human Resources and Housing
Branch,Attention: Allison Eydt, New
Executive Office Building, Room 10235,
Washington, D.C. 20503.
Kathleen B. Larson,
Director, Management Planning and Analysis
Staff, Office of Financial and Human
Resources, Health Care Financing
Administration.
[FR Doc. 95-15775 Filed 6-28-95; 8:45 am]
BILLING CODE 4120-03-P

Health Resources and Services
Administration

HIV Emergency Relief Grant Program

AGENCY: Health Resources and Services
Administration, HHS.

ACTION: Notice of grants made to eligible
metropolitan areas.

SUMMARY: The Health Resources and
Services Administration (HRSA)
announces that fiscal year 1995 funds
have been awarded to the 42 eligible
metropolitan areas (EMASs) that have
been the most severely affected by the
HIV epidemic. Although these funds
have already been awarded to the
EMAs, HRSA is publishing this notice
to inform the general public of the
existence of the funds. In addition,
HRSA determined that it would be
useful for the general public to be aware
of the structure of the HIV Emergency
Relief Grant Program and the statutory
requirements governing the use of the
funds.

The purposes of these funds are to
deliver or enhance HIV-related (1)
outpatient and ambulatory health and
support services, including case
management and comprehensive
treatment services, for individuals and
families with HIV disease; and (2)
inpatient case management services that
prevent unnecessary hospitalization or
that expedite discharge, as medically

appropriate, from inpatient facilities.
The HIV Emergency Relief Grant
Program was authorized by Title | of the
Ryan White Comprehensive AIDS
Resources Emergency (CARE) Act of
1990, Public Law 101-381, which
amended Title XXVI of the Public
Health Service Act. Funds were
appropriated under Public Law 103—
333.

FOR FURTHER INFORMATION CONTACT:
Individuals interested in the Title | HIV
Emergency Relief Grant Program should
contact the Office of the Chief Elected
Official (CEO) in their locality, and may
obtain information on their CEO contact
by calling Anita Eichler, M.P.H.,
Director, Division of HIV Services, at
(301) 443-6745.

SUPPLEMENTARY INFORMATION:

Auvailability of Funds

A total of $349,370,000 was made
available for the Title | HIV Emergency
Relief Grant Program. Of the amount
available, 50 percent was allocated to
the 42 EMAs according to a formula
based on the number and incidence of
AIDS cases reported to the Centers for
Disease Control and Prevention (CDC) as
of March 31, 1994. The other 50 percent
was awarded competitively to the EMAS
as supplemental grants. Below is a
distribution of grants made to the 42
EMAs.

Grantee Total award
Alameda County CA (Oak- $4,148,299
land).
AUSEN TX i 2,124,274
Baltimore MD ........... 4,715,150
Bergen-Passaic NJ .. 2,847,639
Boston MA ......ccooviiiiiiiiien, 7,079,242
Broward County FL (Ft. Lau- 5,091,994
derdale).
Caguas PR ......ccocevvieennienn. 902,928
Chicago IL ....ccoecveiieeiieiene 12,099,865
Dallas County TX (Dallas) .... 8,176,385
Denver CO .....ccocvveveeeviiiines 3,092,041
Detroit Ml ......coovrieiieeee 2,406,902
Dutchess County NY ............ 609,583
Fulton County GA (Atlanta) .. 9,091,331
Harris County TX (Houston) . 10,233,981
Hudson County NJ (Jersey 3,770,366
City).
Jacksonville FL 2,418,868
Kansas City MO ... 2,726,195
Los Angeles CA ......ccccocueeene 31,037,580
Metro-Dade County FL 19,195,347
(Miami).
Nassau/Suffolk NY ............... 3,895,849
New Haven CT ........ 2,711,634
New Orleans LA ...... 3,503,009
New York City NY ... 93,587,184
Newark NJ ............... 11,791,405
Orange County CA ............... 3,175,288
Orange County FL (Orlando) 3,194,835
Philadelphia PA ..........ccccc.. 9,836,096
Phoenix AZ 2,447,784
Ponce PR ...... 1,908,071
Portland OR 2,402,734
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